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Give an account on regulations for filing IND according to USFDA.
OR

Write a note on CDSCO guidelines for:

SUPAC.

BACPAC.

Give a detailed account on the protocol of preformulation studies.
OR

Write about the following:

Co-solvency.

pH — Solubility profiles.

Significance of micromeritic properties in tablet compression.

Explain about large scale manufacturing techniques of suspensions.
OR
What is the significance of pilot plant scale up studies? lllustrate the layout of pilot plant scale
up studies.
Give a brief account on scale up of wet granulation technique.

Write a detailed account on various. types of plastic materials used for packaging. Add a note
on drug — plastic interactions and measures to prevent them.
OR

Give an account on:
Types of glass as packaging material.
Quiality control tests for packaging material.

Write a detailed note on development of technology by R & D.
OR
Explain about documentation involved in technology transfer and exhibit.
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